BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Doc lap - Tu do - Hanh phic

Sé: 162 /QLD-MP Ha Noi, ngay15thang g1 nam 2021
V/v cép nhat quy dinh vé cac chat
st dung trong my pham

Kinh guri:
- S&'Y té cac tinh, thanh phé tryc thudc Trung wong
- Cac co so san xuat, kinh doanh my pham

Thue hién Hiép dinh my pham ASEAN va cac quy dinh tai Thong tu s6
06/2011/TT-BYT ngay 25/01/2011 cua Bo Y té quy dinh vé quan 1y m§ pham,
cin ctt két qua cac cudc hop Hoi ddong my pham ASEAN (ACC) lan thir 32 va
Hoi dong Khoa hoc my pham ASEAN (ACSB) lan thir 32, Cuc Quan 1y Duoc
thong bao dén cac don vi nhu sau:

1. Cyc Quén 1y Duoc cong bd va ding tai ban cap nhat cac Phuy luc
(Annex) cua Hiép dinh my pham ASEAN vé cac chit sir dung trong my pham
trén Trang thong tin dién t¢ cia Cuc Quan ly Duoc (dia chi
http://www.dav.gov.vn/Quan 1y my pham):

- Phu lyc II. Danh muc céc chat khong duoc phép st dung trong my
pham.

- Phu luc III. Danh muc cac chét ¢ quy dinh gi61 han néng do, ham luong
trong my pham

- Phu luc IV. Danh muc cac chit mau duoc phép st dung trong my pham.

- Phy luc VI. Danh muc cac chét bao quan dugc phép sir dung trong my
pham.

- Phu luc VIL. Danh muc cac chat loc tia tur ngoal.

2. Quy dinh va 19 trinh ap dung ddi véi cac nodi dung cap nhat tai cac Phu
luc trén ctia Hiép dinh my pham ASEAN nhu sau:

a) Bo sung cac chat sau ddy vao Phy luc II:

- Paraformaldehyde (Tham chiéu sb 1578)

- Dibutyltin Hydrogen Borate (Tham chiéu s 1400)

- Methylene Glycol (Tham chiéu s6 1579)

- Formaldehyde (Tham chiéu s6 1577), trir truong hop st dung trong m§y
pham my pham lam cting moéng (Nail hardening products), voi ham luong t6i da
14 2,2% dugc quy dinh tai Phu lyc III. Tham chiéu s6 13.

b) B6 sung Dich chiét hodc Dau chiét xuét tir hoa cuc Tagetes Erecta vao
Phu lyc I11, tham chiéu s6 327, véi giéi han quy dinh cu thé nhu sau:

- Ham luong tdi da duoc phép trong san phdm my pham: 0,01% ddi véi
my pham luu lai trén co thé (leave-on products) va 0,1% d6i véi san pham rira
troi (rinse-off products).



- Trudng hop str dung phdi hop véi dich chiét hodc dau chiét xuat tir hoa
clic cac loai Tagetes papula (tham chiéu sé 325) va/hodc Tagetes minuta (tham
chiéu s6 324), tong ham luong toi da dich chiét hodc dau chiét dugc phép cua
hdn hop trong san pham my pham: 0,01% d6i v6i my pham luu lai trén co thé
(leave-on products) va 0,1% dbi voi san pham rira troi (rinse-off products).

- Ham luong tdi da Alpha terthienyl (terthiophen) trong cic chit nay
khong dugc vuot qua 0,35%.

- Cac chét nay khong dugc st dung trong san pham luu lai trén da dé
chéng ning va co tiép xuc véi tia UV ty nhién hozc nhan tao.

c) Lo trinh 4p dung:

- K& tir ngay 08/3/2022, chi cac san pham m§ pham dap tmg quy dinh méi
dugc luu hanh trén thi trudng, cic san phadm my pham khong dap tmg quy dinh
s& bi thu hoi.

- P6i v6i Dibutyltin Hydrogen Borate, 10 trinh 4p dung tir ngay
08/9/2021.

3. Pé nghi céc co s san xuat, kinh doanh my pham:

- Chu dong ra soat thanh phan cong thirc san phdm my pham duoc san
xuat, nhap khau, kinh doanh,

- C6 ké hoach san xuit, nhap khau, kinh doanh phu hop, ddm bao san
pham my pham dua ra luu hanh dap tng quy dinh tai Thong tu s6 06/2011/TT-
BYT, Hiép dinh my pham ASEAN, cic ndi dung cap nhat Hiép dinh m§ pham
ASEAN duoc néu tai cong vin nay va cac cong vin cap nhat quy dinh vé cac
chat dung trong my pham cua Cuc Quén Iy Dugc (Cong vin sb 13431/QLD-MP
ngay 09/8/2019....); tranh nguy co san pham bi thu hdi, gy lang phi. (Danh sach
san pham my pham khéng dwoc tiép tuc lwu hanh trén thi truong sau ngdy
23/08/2021 dwoc dinh kem cong van nay).

4. Pé nghi So Y té cac tinh, thanh phd truc thudc Trung wong pho bién
dén cac don vi trén dia ban biét va trién khai thyc hién cadc ndi dung néu trén.
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Nguyén Tat Dat
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